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ll. Safety and Effectiveness Summary 


A. Contact information 


Margaret Webber 

Director, Regulatory and Clinical Affairs 
Micrus Corporation 

610 Palomar Avenue 

Sunnyvale, CA 94085 


Tel: 408-830-5900, ext. 108 
Fax: 408-830-5910 


B. Device Name 


Micrus Modified MicroCoil System, “Cerecyte” 
Device, Artificial Embolization 

Regulation Number: 882.5950 

Product Code: HCG 

Device Class: III 


C. Predicate Device(s) 


Number Description Clearance 
Date 


K022420 Micrus Stretch Resistant MicroCoil System 10/22/02 
K002056 Micrus MicroCoil Delivery System 01/11/01 


D. Device Description 


The Micrus Modified MicroCoil System consists of an embolic coil (“MicroCoil”) 
attached to a Device Positioning Unit (DPU) (single use, sterile). 


The Micrus Modified MicroCoils are available in a 10-System size, compatible 
with 10 and 14 sized microcatheters. They are available in helical and sphericat 
shapes and are available in various diameters/lengths: 

° Coil lengths range from 1 to 30 centimeters. 

° Coil diameters range from 2 to 10 millimeters. 


Micrus Modified MicroCoils are fabricated from a platinum alloy wire, which is first 
wound into a primary coil (containing an absorbable polymer suture inside the 
wind) and then formed into a secondary helical or spherical shape. The 
difference between the Micrus Modified MicroCoil and the Micrus Stretch 
Resistant MicroCoil is that the Modified MicroCoil contains absorbable 
polyglycolic acid (PGA) suture whereas the Stretch Resistant MicroCoil contains 
non-absorbable polypropylene suture. 


The Modified MicroCoils are available in both stretch resistant and non-stretch 
resistant configurations with different stiffness leveis. The following table 
illustrates the softness characteristics and stretch resistant properties of the 
various size/shape combinations available for the Modified MicroCoil. 
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Modified MicroCoil (“Cerecyte”) Shape/Size Combinations and Resulting Characteristics 


Shape Diameter Stretch 
i “m m LA 


Resistant 
Helical Modifiéd Coils i 


Catalogue 
Designation 


Length Characteristics 
“ cm ” 


(Yes/No) 


“CFS” 2-4 1-8 Yes Soft finishing coil 
e 0.0015” 
platinum wire 


Regular filling coil 


e 0.00175" 
platinum wire 


Regular filling coil 


e 0.002” 
platinum wire 


n n ki 
n ñ ç 


Sphiërical Modified iG óils . .” 


n l l 
7 s x ji 


The Modified MicroCoils maintain the Same design features as the current Micrus 
MicroCoil Systems. Compared with the current design, Modified MicroCoils have: 
° The same intended use 
e Connect to the same connecting cables 
° Detach using the same Detachment Control Box. 


Soft framing coil 
e 0.00175” 
platinum wire 
Regular framing 
coil 
s 0.002” 
platinum wire 


It is important to reiterate, the Micrus Modified MicroCoils are identical to the 


current CE Marked / FDA cleared Micrus MicroCoils with the following 2 
exceptions: 


1. Non-Stretch Resistant Modified MicroCoils Spacing. The current non- 
Stretch resistant MicroCoil uses 0.00175” platinum wire wound with a 
0.00175” pitch or 0.002" platinum wire wound with a 0.002" pitch. The 
Modified non-stretch resistant MicroCoil uses 0.002” platinum wire 
wound with a 0.004” pitch. 

2. Absorbable suture in all Modified MicroCoils: Biocompatible, absorbable 


suture has been inserted inside the primary wind of all Modified 
MicroCoils. 


ko3sstis 
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Comparison of Current and Modified Non-Stretch Resistant 
MicroCoils 


Micrus Corporation 


Current Micrus Non-Stretch Resistant MicroCoil 


Platinum 
Detachment Ball Tip 
Fiber 


WE 


The current, FDA cleared MicroCoil configuration has: 
° platinum ball tip, 
° no suture, and 
e 0.00175” or 0.002” pitch. 


Modified Non-Stretch Resistant MicroCoil 


Detachment 
Fiber 


Polypropylene 
Ball Tip 


Wide Pitch Coil 


The Modified configuration has: 

e polyethylene ball tip, 

° PGA suture inside the primary wind (that does not extend to the 
detachment zone, and 

° 0.004" pitch 
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Comparison of Current and Modified Stretch Resistant 
MicroCoils 


Current Micrus Stretch Resistant MicroCoil 


Polypropylene 


Detachment Ball Tip 


Fiber 


Polypropylene 
Suture 


m e. t. e 


GUA = 4 VAN 


The current configuration has: 
° a polypropylene ball tip, 


¢ polypropylene suture that extends to the detachment zone, and 
° 0.00175" or 0.002" pitch. 


Modified Stretch Resistant MicroCoit 


Detachment ata a 
Fiber 


‘to ara. . 


= HLL "os 


The Modified configuration has: 
° a polyethylene ball tip, 


° PGA suture inside the primary wind that extends to the 
detachment zone, and 


e 0.0175" or 0.002’ pitch. 
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E. Intended Use I 
Intended Use of the Micrus Modified MicroCoil Delivery System per the IFU: 


The Micrus MicroCoil Delivery System is intended for endovascular embolization 
of intracranial aneurysms. 


Intended Use of the Predicate Micrus MicroCoil Delivery System per the IFU: 


The Micrus MicroCoil Delivery System is intended for endovascular embolization 
of intracranial aneurysms. 
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H. Summary of Safety and Effectiveness 


Based upon the design, materials, function, intended use, comparison with 
currently marketed devices and the non-clinical testing performed by Micrus 
Corporation, it is concluded that the Micrus Modified MicroCoil System is 
substantially equivalent to the Micrus Stretch Resistant and the Micrus MicroCoil 
Delivery System in safety and effectiveness. 


Z DA 
Margéret Webber 
Director, Regulatory and Clinical Affairs 


Micrus Corporation 
December 5, 2003 


PONN 


i DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heatth Service 
LO 
` Foodand Drug Administration 
9200 Corporate Boulevard 
FEB ~4 2004 Rockville MD 20850 


Ms. Margaret Webber 

Director, Regulatory and Clinical Affairs 
Micrus Corporation 

610 Palomar Avenue 

Sunnyvale, California 94085 


Re: K033813 
Trade/Device Name: Micrus Modified Microcoil System, Cerecyte 
Regulation Number: 21 CFR 882.5950 
Regulation Name: Artificial Embolization Device 
Regulatory Class: III 
Product Code: HCG 
Dated: December 5, 2003 
Received: December 9, 2003 


Dear Ms. Webber: 


We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 


If your device is classified (see above) into cither class II (Special Controls) or class III (PMA), it 
may be subject to such additional controls. Existing major regulations aft fecting your devicc can 
be found in the Code of Federal Regulations, Title 21 , Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your devicc in the Federal Register. 


Plcase be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Fedcral statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050. 
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This letter will allow you to begin marketing your device as described in your Section 5 10(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 


If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), pleasc 
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled, 
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain 
other general information on your responsibilities under the Act from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or | 
(301) 443-6597 or at its Internet address http://www. fda.gov/cdrh/dsma/dsmamain.htmi 


Sincerely yours, 


uyan, l Peveut 
atin M. Witten, Ph.D., M.D. 
Director 
Division of General, Restorative 
and Neurological Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 


Enclosure 


Lozégis 


Indications for Use 


510(k) Number (if known): K033813 
Device Name: Micrus Modified Microcoil System, Cerecyte 


Indications For Use: The Micrus MicroCoil Delivery System is intended for 
endovascular embolization of intracranial aneurysms. 


Prescription Use _ % AND/OR Over-The-Counter Use _ 
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C) 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF 
NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


hum. l Frovert 
Gaivision Sign-Off) 

Division of General, Restorative 
and Neurological Devices 


Ne) Number AO 33513 
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